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Institutional review
board and institutional
biosafety committee of
researcher's home
institution

Institutional review
board and institutional
biosafety committee of
the institution where
research will be
conducted

Investigational new
drug notice, filed
with Food and Drug
Administration

Working Group on Human
Gene Therapy of the
Recombinant DNA Advisory
Committee, National
Institutes of Health

Entire Recombinant DNA
Advisory Committee,
National Institutes of
Health

Director, National
Institutes of Health

Proposed interagency
coordinating
committee on
biotechnology

Proposed national
commission on
bioethics

Approval Possibly Required

Experiments involving human gene therapy will require approval at several
different levels before they can proceed. The review boards and biosafety commit-
tees of the researcher's home institution and the institution where the work is to be
conducted must first approve the research protocol. The researcher must also file an
investigational new drug notice (IND) with the Food and Drug Administration,
although the agency does not have to approve the IND before the experiment can
begin. The protocol then has to be approved at three separate levels within the
National Institutes of Health. Finally, one or more other groups or individuals may
have to approve the protocol, including the secretary of Health and Human
Services, the commissioner of the Food and Drug Administration, the interagency
coordinating committee proposed by the Cabinet Council Working Group on
Biotechnology (discussed in Chapter 6), and the national commission on bioethics
proposed by Senator Albert Gore, Jr.